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DETAILED OFFICE ACTION 

Election/Restrictions 

Restriction to one of the following inventions is required under 35 U.S.C. 121 : 

I. Claims 1 -1 0, drawn to an isolated nucleic acid molecule comprising a 
polynucleotide having a nucleotide sequence at least 95% identical to a 
selected sequence, a recombinant vector comprising said isolated nucleic 
acid molecule, a method of making a recombinant cell comprising said 
isolated nucleic acid molecule, said recombinant host cell, classified in 
class 536, subclass 23.1 . If this group is elected then the sequence 
election requirement summarized below is required. 

II. Claims 11-16, drawn to an isolated polypeptide comprising an amino acid 
sequence 95% identical to a selected sequence, an isolated antibody that 
binds specifically to said isolated polypeptide, a recombinant host cell that 
expresses the isolated polypeptide, and a method of making said isolated 
polypeptide, classified in class 530, subclass 350. If this group is elected 
then the sequence election requirement summarized below is required. 

III. Claims 17 and 24, drawn to methods for preventing, treating or 
ameliorating a medical condition, classified in class 514, subclass 1. If this 
group is elected then the sequence election requirement summarized 
below is required. 
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IV. Claims 18 and 19, drawn to methods of diagnosing a pathological 
condition or susceptibility to a pathological condition in a subject, classified 
in class 435, subclass 4. If this group is elected then the sequence 
election requirement summarized below is required. 

V. Claims 20 and 23, drawn to methods of identifying a binding partner, 
classified in class 702, subclass 19. If this group is elected then the 
sequence election requirement summarized below is required. 

VI. Claim 21 , drawn to a gene corresponding to the cDNA sequence of SEQ 
ID NO:Y, is not classifiable. If this group is elected then the sequence 
election requirement summarized below is required. 

VII. Claim 22, drawn to a method of identifying an activity in a biological assay, 
classified in class 702, subclass 1 9. If this group is elected then the 
sequence election requirement summarized below is required. 

The inventions are distinct, each from the other because of the following reasons: 

Inventions of Groups I and II and Groups lll-VII are related as product and 
process of use. The inventions can be shown to be distinct if either or both of the 
following can be shown: (1 ) the process for using the product as claimed can be 
practiced with another materially different product or (2) the product as claimed can be 
used in a materially different process of using that product. See MPEP § 806.05(h). In 
the instant case an isolated polynucleotide (Group I) or polypeptide (Group II) can be 
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used in a materially different processes as demonstrated by use in the distinct 
inventions of Groups lll-VII. 

Inventions Groups lll-V and VII are directed to related methods that use an 
isolated polynucleotide (Group I) or polypeptide (Group II). The related inventions are 
distinct if the inventions as claimed do not overlap in scope, i.e., are mutually exclusive; 
the inventions as claimed are not obvious variants; and the inventions as claimed are 
either not capable of use together or can have a materially different design, mode of 
operation, function, or effect. See MPEP § 806.05(j). In the instant case, the claimed 
methods for preventing, treating or ameliorating a medical condition (Group III), 
diagnosing a pathological condition or susceptibility to a pathological condition in a 
subject (Group IV), identifying a binding partner (Group V), and identifying an activity in 
a biological assay (Group VII) each require different procedural steps from one another 
and are each further distinguished by separate modes of operation. 

The Invention of Group VI is distinct from the inventions of Groups l-V and VII 
because a gene as claimed in Group VI is drawn to an article of nature and is therefore 
nonstatutory subject matter. In contrast, the subject matter of Groups l-V and VII is 
drawn to statutory subject matter. 

Because these inventions are independent or distinct for the reasons given 
above and the inventions require a different field of search (see MPEP § 808.02), 
restriction for examination purposes as indicated is proper. 
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Sequence Election Requirement for Group I 

The claims in the invention of Group I read on patentably distinct nucleic acid 
sequences. MPEP § 803.04 states: 

Polynucleotide molecules defined by their nucleic acid sequence (hereinafter 
“nucleotide sequences”) that encode different proteins are structurally distinct 
chemical compounds. These sequences are thus deemed to normally constitute 
independent and distinct inventions within the meaning of 35 U.S.C. 121. Absent 
evidence to the contrary, each such nucleotide sequence is presumed to 
represent an independent and distinct invention, subject to a restriction 
requirement pursuant to 35 USC § 121 and 37 CFR § 1.141 et seq. 



Therefore the nucleic acid sequences as claimed are considered to constitute 
independent and distinct inventions with the meaning of 35 USC 121 . For nucleotide 
sequences, the Applicants must elect a single disclosed nucleotide sequence (See 
MPEP 803.04). Examination will be restricted to only the elected sequence. It is 
additionally noted that this sequence election requirement is a restriction requirement 
and not a species election requirement. 



Sequence Election Requirement for Group II and Group VI 

The claims in the invention of Group II read on patentably distinct polypeptide 
sequences. MPEP § 803.04 states: 

Polynucleotide molecules defined by their nucleic acid sequence (hereinafter 
“nucleotide sequences”) that encode different proteins are structurally distinct 
chemical compounds. These sequences are thus deemed to normally constitute 
independent and distinct inventions within the meaning of 35 U.S.C. 121. Absent 
evidence to the contrary, each such nucleotide sequence is presumed to 
represent an independent and distinct invention, subject to a restriction 
requirement pursuant to 35 USC § 121 and 37 CFR § 1.141 et seq. 
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Therefore the polypeptide sequences as claimed are considered to constitute 
independent and distinct inventions with the meaning of 35 USC 121. For polypeptide 
sequences, the Applicants must elect a single disclosed polypeptide sequence (See 
MPEP 803.04). Examination will be restricted to only the elected sequence. It is 
additionally noted that this sequence election requirement is a restriction requirement 
and not a species election requirement. 

Sequence Election Requirement for Groups lll-V and VII 

The claims in the invention of Group lll-V and VII read on patentably distinct 

nucleic acid sequences and polypeptide sequences. MPEP § 803.04 states: 

Polynucleotide molecules defined by their nucleic acid sequence (hereinafter 
“nucleotide sequences”) that encode different proteins are structurally distinct 
chemical compounds. These sequences are thus deemed to normally constitute 
independent and distinct inventions within the meaning of 35 U.S.C. 121 . Absent 
evidence to the contrary, each such nucleotide sequence is presumed to 
represent an independent and distinct invention, subject to a restriction 
requirement pursuant to 35 USC § 121 and 37 CFR § 1.141 et seq. 

Therefore the nucleic acid sequences and polypeptide sequences as claimed are 

considered to constitute independent and distinct inventions with the meaning of 35 

USC 121 . For nucleic acid sequences and polypeptide sequences, the Applicants must 

elect either a single disclosed nucleic acid sequence or a single disclosed polypeptide 

sequence (See MPEP 803.04). Examination will be restricted to only the elected 

sequence. It is additionally noted that this sequence election requirement is a restriction 

requirement and not a species election requirement. 
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Applicant is advised that the reply to this requirement to be complete must 
include (i) an election of a species or invention to be examined even though the 
requirement be traversed (37 CFR 1.143) and (ii) identification of the claims 
encompassing the elected invention. 

The election of an invention or species may be made with or without traverse. To 
reserve a right to petition, the election must be made with traverse. If the reply does not 
distinctly and specifically point out supposed errors in the restriction requirement, the 
election shall be treated as an election without traverse. 

Should applicant traverse on the ground that the inventions or species are not 
patentably distinct, applicant should submit evidence or identify such evidence now of 
record showing the inventions or species to be obvious variants or clearly admit on the 
record that this is the case. In either instance, if the examiner finds one of the inventions 
unpatentable over the prior art, the evidence or admission may be used in a rejection 
under 35 U.S.C. 103(a) of the other invention. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Eric S. DeJong whose telephone number is (571 ) 272- 
6099. The examiner can normally be reached on 8:30AM-5:00PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner’s 
supervisor, Andrew Wang can be reached on (571 ) 272-081 1 . The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



EDJ 






